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« The MAILING DA TE of this c mmunication appears on the cover sheet with the correspondence address 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )□ Responsive to communication(s) filed on . 

2a)n This action is FINAL. 2b)EI This action is non-final. 

3) 0 Since this application is in condition for allowance except for formal nnatters. prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 . 453 O.G. 213. 
Disposition of Claims 

4) 13 Claim(s) 1-15 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) ^ Claim(s) 1-6.8 and 10-14 is/are rejected. 

7) S Claim(s) 7.9 and 15 is/are objected to. 

8) 0 Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10)^ The drawing(s) filed on 19 August 2002 is/are: aM accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
1 !)□ The proposed drawing correction filed on is: a)n approved b)D disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) n The oath or declaration is objected to by the Examiner. 
Pri rity under 35 U.S.C. §§119 and 120 

13) 13 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-{d) or (f). 

a)IElAII b)n Some*c)n None of: 

1 Certified copies of the priority documents have been received. 

2.n Certified copies of the priority documents have been received in Application No. . 



3.S Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) 0 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 119(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) 0 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 
Attachment(s) 

1 ) S Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-41 3) Paper No(s). . 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) □ Notice of Infomrial Patent Application (PTO-152) 

3) K Infonnation Disclosure Statement(s) (PTO-1449) Paper No(s) 1 . 6) □ Other: 
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DETAILED ACTION 

Claims 1-15 are pending in tliis application. 

Information Disclosure Statement 

1 . The information disclosure statement (IDS) submitted on August 26, 2002 was 
noted and the submission is in compliance with the provisions of 37 CFR 1.97. 
Accordingly, the examiner has considered the information disclosure statement. 

Drawings 

2. The drawing(s) filed August 19, 2002 have been accepted by the examiner under 
37 CFR 1.184 or 1.152. 

Claim Objections 

3. The numbering of claims is not in accordance with 37 CFR 1 .126 which requires 
the original numbering of the claims to be preserved throughout the prosecution. When 
claims are canceled, the remaining claims must not be renumbered. When new claims 
are presented, they must be numbered consecutively beginning with the number next 
following the highest numbered claims previously presented (whether entered or not). 

Misnumbered claims 4-13 filed in the preliminary amendment have been - 
renumbered 6-15.Applicant is advised that should claims 4 and 5 be found allowable, 
claims 1 1 and 13 respectively will be objected to under 37 CFR 1 .75 as being a 
substantial duplicate thereof. When two claims in an application are duplicates or else 
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are so close in content that they both cover the same thing, despite a slight difference in 
wording, it is proper after allowing one claim to object to the other as being a substantial 
duplicate of the allowed claim. See MPEP § 706.03(k). 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Offlce action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
states. 

5. Claims 1-5 and 10-14 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Kumar (US 6,117,451). 

Kumar teaches a tablet comprising metformin hydrochloride (abstract). It is the 
position of the examiner that since the composition is in the fomri of a tablet the drug is 
considered immobilized. Since it contains various excipients than the excipients can be 
considered carriers. It is also the position of the examiner that since the tablet will 
dissolve in the stomach, and through the normal process of drug metabolism the drug 
will be absorbed into the blood, blood plasma or peritoneal dialysate. Since claim 1 is 
drawn to a biguanide agent or pharmacologically acceptable salt as an active agent only 
and the prior art teaches a tablet comprising the same agent then the prior art would 
have the same inherent function as a carbonyl stress-decreasing agent. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
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granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

6. Claims 1-6, 8 and 10-14 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Gatlin et a! (US Pat. No. 6,559,188 B1). 

Gatlin discloses a method of treating metabolic disorders by administering a 
pharmaceutical composition comprising nategllnide (abstract). Column 5, lines 54-64 
teach that the addition of metformin can be used in the composition. Column 15, lines 
26-45 teach the composition formulated into an oral dosage form which contains 
phamiaceutically acceptable carriers such as solid carriers i.e. bentonite, silica, etc. It is 
the position of the examiner that since the composition is in the fomri of a tablet the dmg 
is considered Immobilized. It is also the position of the examiner that since the tablet 
will dissolve in the stomach, and through the normal process of drug metabolism the 
drug will be absorbed into the blood, blood plasma or peritoneal dialysate. 

Allowable Subject Matter 

7. Claims 7, 9 and 1 5 are objected to as being dependent upon a rejected base 
claim, but would be allowable if rewritten in independent form including all of the 
limitations of the base claim and any intervening claims. 

Telephone Inquiries 
Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Konata M. George, whose telephone number is 
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(703) 308-4646. The examiner can normally be reached from SAM to 5:30PM Monday 
to Thursday, and on alternate Fridays. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Thurman Page, can be reached at (703) 308-2927. The fax phone numbers 
for the organization where this application or proceeding is assigned are (703) 308-4556 
for regular communications and for After Final communications. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the receptionist whose telephone number is 
(703) 308-1235. 




Konata M. George 
Patent Examiner 
Art Unit 1616 



